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esearchers, administrators,

bureaucrats, and institutional

review board (IRB) members
sometimes disagree about when to
apply the federal regulations requiring
IRB review of proposed projects. The
regulations, commonly called “the
Common Rule,”” sometimes lack the
capacity to promote common under-
standing. Despite the urging of regula-
tory officials who demand “plain
English” in all government docu-
ments, the Common Rule still poses
some complex logical and grammati-
cal problems for even the most literate
interpreters.

This essay aims to clarify what
kinds of activities are covered by the
Common Rule and must undergo IRB
review. It suggests that the text of the
Common Rule does not satisfactorily
settle all of the issues raised, and that
in these instances interpreters will
have to look elsewhere to resolve their
questions.

The thrust of the Common Rule is
that IRBs should review plans for pro-
posed activities before they get under
way. The ostensible purpose of these
reviews is to protect prospective par-
ticipants in the proposed activities.
The focus of the Common Rule is on
research involving human subjects.
Consequently, the two key terms iden-
tifying the intended scope of the regu-
lations are research and human sub-
ject. The Common Rule provides defi-
nitions for these terms that bear the
primary burden of determining
whether a proposed activity falls with-
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in its purview. In addition, however,
the Common Rule exempts some
research involving human subjects
from its standard procedural review
requirements, which complicates mat-
ters. Only after determining whether a
project represents research involving
human subjects, and determining
whether it qualifies as exempt, do we
know whether an IRB should review
It.

Caveats, Qualifications, and
Conditions

everal external factors have a bear-

ing on whether the Common Rule
applies. From an ethical standpoint,
these factors may be irrelevant to the
question of whether they should be
beyond the reach of the Common
Rule. Many experts have argued that
participants in research outside the
scope of the Common Rule’s authori-
ty deserve equal protection. From an
administrative legal standpoint, how-
ever, these factors do influence the
applicability of the Common Rule and
must be taken into account.

Funding. First, the proposed activi-
ty must be funded or supported by the
federal government; private sector
research is not within the scope of the
Common Rule. In fact, only research
funded or supported by one of the
federal agencies that has adopted the
Common Rule must conform; neither
other executive branch entities (e.g.,
the Department of Labor) nor any
judicial or legislative branch entities
(e.g., the General Accounting Office)
must comply with the Common Rule.
Research jointly funded with a
Common Rule office may compel
other federal entities to conform to

the rule; or entities may decide to con-
form voluntarily, but it is within their
discretion not to.

Assurances. Second, a proposed
activity may fall within the scope of
the Common Rule due to the arrange-
ments that an institution has with a
Common Rule agency for IRB review.
Some agencies, most notably the
Department of Health and Human
Services (DHHS), negotiate agree-
ments with busy research institutions
that cover not only the research activi-
ties at those institutions that are sup-
ported by the particular federal
agency, but all of their research activi-
ties, regardless of the funding source.
These agreements, called “multiple
project assurances” (MPAs), set out
the policies and procedures used by
the institutions for reviewing research
involving human subjects, and the
institutions often-—but not always—
agree to apply the same policies and
procedures to all their research activi-
ties. In this way, the Common Rule
may be voluntarily extended beyond
the minimal federal boundaries. Once
the rule is voluntarily extended in this
way, however, the institutions are
obliged to conform to their agree-
ments.

Agency Peculiarities. Third, for
some federal agencies distinctive regu-
Jatory factors influence the scope of
the Common Rule. Some agencies
have adopted additional subparts to
the Common Rule that provide fur-
ther protections for certain vulnerable
populations, one consequence of
which is to alter the exemption status
of research involving the vulnerable
population. Also, the Common Rule
exempts some research in which the



confidentiality of the information col-
lected is protected by legal statute, and
such statutes may be specific to the
activities of a federal agency or some
part of that agency. Finally, the
Common Rule reserves authority for
the secretary or head of the specific
federal agency or office to apply and
interpret the Common Rule; conse-
quently, designated agency officials
from ditferent agencies may apply the
Common Rule differently. And the
regulations give that same department
or agency head the authority to apply
the Common Rule to research activi-
ties even if they wouldn’t otherwise be
covered.

Otber. Last, other policies beyond
the Common Rule may have the effect
of requiring IRB review. The regula-
tions of the Food and Drug
Administration (FDA), which are
somewhat different from the Common
Rule, extend IRB review to research
involving human subjects under FDA
authority that is not covered by the
Common Rule. And research institu-
tions may choose to implement IRB
review policies and procedures on
their own initiative, purely out of
respect for the research participants,
or for reasons related to protecting the
interests of the institutions and their
staffs. Whatever the source of their
actions, the question then becomes, To
which activities do institutions apply
the Common Rule?

ions: Research and Human

he Common Rule concerns
“research involving human sub-
jects.” These terms are defined within
the regulation themselves.
First, consider the definition of
research:
Research means a systematic
investigation, including research
development, testing, and evalu-
ation, designed to develop or
contribute to generalizable
knowledge (.102(d)).*
Various elements of the definition
serve to narrow or widen the range of
activities that qualify as research.
Several terms are clearly relevant in
this regard, and deserve attention.

“...systematic...”

The definition requires that an
investigation be systematic in order to
qualify as research. People may ask
questions in the course of an activity
designed to find out something, bur if
the manner in which they are doing it
is not sufficiently organized to call it a
“systematic” process, then it does not
count as “research.” For example, if
in the course of using a federal grant
to provide food to needy children the
grantee will have a series of conversa-
tions with providers in which the
grantee will try to find out whether
the children are eating the food, this
would only count as research if the
grantee plans to go about it in an
organized way, deliberately using a
certain set of questions or observa-
tional strategies. Obviously, there will
sometimes be questions about the
scope of the relevant terms—in our
example, when a process becomes
organized enough to be called “sys-
tematic.” In any case, however, there
must be some rationale for describing
the knowledge-gathering activity as
systematic in order for the Common
Rule to apply.

“...including ...”

The definition specifically encom-
passes “research development, testing,
and evaluation,” which means that an
activity labeled with any of these three
terms (or other similar terms) may
also qualify as research. In some defi-
nitions “research” is distinguished
from “development,” “testing,” or
“evaluation,” implying that if a given
activity is considered to fit one of
these other three categories, it auto-
matically cannot be labeled
“research.” In the Common Rule that
is not the case: The regulatory bound-
ary of “research” clearly encompasses
activities that may also be properly
described as development, testing, or
evaluation.

“...designed to...”

The proposed activity must reflect
the deliberate intention to have that
activity “develop or contribute to gen-
eralizable knowledge.” The use of the
term designed narrows the definition
of research, in the sense that activities
which do in fact develop or contribute
to generalizable knowledge may still

not constitute research, if the activiry
generating the knowledge is not
specifically intended to do so. For
example, motor vehicle department
driver records, or student records col-
lected by schools, or patient medical
records, are ordinarily not created for
research purposes, even though
researchers may subsequently seek to
use them for research purposes. The
original information collection is
designed to identity individuals’ driv-
ing characteristics, educational history,
or medical conditions for purposes
related to the specific individuals con-
cerned. Some critics have complained
about this term because it requires a
judgment about the proposers’ inten-
tions, which are not directly observ-
able. Presumably, however, the inten-
tions that count are those that can be
discerned in the activity’s design,
which the proposers must identify (see
below).

“...develop or contribute to...”

The definirion of research is
widened by the use of the phrase
“develop or contribute to” because
this includes activities that may not
themselves produce generalizable
knowledge, but are designed in such a
way as to serve as a step toward that
end. For example, a researcher might
carry out a qualitative study in order
to explore a particular phenomenon,
with the idea of developing hypothe-
ses suitable for testing in future large-
scale studies. The preliminary study,
even if it wasn’t supposed to produce
any knowledge at all, would still be
considered research if the long-term
objective were to create such knowl-
edge.

“...generalizable . ..”

The definition of research is nar-
rowed by the stipulation that the kind
of knowledge sought through the
activity must be generalizable. Some
knowledge is not, even if it is discov-
ered through a process using scientific
technology and methods. Using DNA
testing techniques to identify the killer
of a particular victim, for example,
would not count as research under the
Common Rule, even though it is an
investigation designed to contribute to
knowledge.
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Similar comments are appropriate
to the Common Rule’s definition of a
human subject: i

Human Subject means a living

individual about whom an

investigaror (whether profes-
sional or student) conducting
research obrtains

(1) data through intervention or

interaction with the individual,

or

(2) identitiable private informa-

tion {.102(f)).

*...living individual . ..”

The Common Rule only applies to
research subjects who are living. The
deceased do not count. For example, a
research study designed to study the
biological remains and personal
records of Civil War veterans would
not fall under the Common Rule.

“...interaction...”

The Common Rule implies an
extremely broad range of actions by
the use of the term snteraction, includ-
ing data collection derived from any
kind of activity, physical or nonphysi-
cal, engaged in with human beings.
Any time the researcher does some-
thing to or with someone and collects
data about that individual, or any
time the researcher’s action elicits a
response from a person and that reac-
tion is recorded, interaction with a
human subject takes place. Asking
people for directions, or standing in
their paths, constitutes involvement of
human subjects if data about their
reactions are recorded. Only if one
were to collect data without doing
anything at all to or with the people
involved might the researcher’s obser-
vations fall outside the purview of the
Common Rule.

“...identifiable private ...”

Even if no interaction takes place,
the Common Rule also extends to cer-
tain kinds of information narrowed by
the phrase “identifiable private.” If
data are recorded in such a way as to
allow someone to identify the person,
and the circumstances are such that
the person concerned could reason-
ably assume that no recording was
taking place, then the Common Rule
applies. If the recording happens in
public, however, or the information

does not allow identification of the
people involved, the Common Rule
does not apply. So, for example,
videotaping people crossing the street,
or recording only the gender and
amount of time people spend in a doc-
tor’s office would not fall under the
Common Rule. On the other hand,
some kinds of activity constitute
research involving human subjects
even though no interaction takes place
with the individual that the informa-
tion is about. For example, using a
hidden camera in someone’s home, or
obtaining information about particu-
lar people from a third party who has
access to their medical, criminal, or
personnel records, constitute research
involving human subjects. Likewise, a
survey or interview asking married
people for private information about
their spouses would be research
involving human subjects even if the
survey did not ask for any informa-
tion about the respondents themselves,
so long as the spouses were somehow
personally identifiable.

xemptions: lied Uj

ven before the reader encounters
the definitions of research and

hwman subject in the regulations, the
Common Rule provides exemptions
for certain kinds of research involving
human subjects. Exempt research does
not have to undergo IRB review. Some
institutions choose to review all
research involving human subjects
even if it may be exempt, because they
believe that such ethical oversight is
called for. Others choose to review it
because figuring out whether a pro-
posed research activity is exempt
requires a complicated analysis of the
exemption categories. Part of the trou-
ble in this regard derives from the fre-
quent use of negation in the Common
Rule descriptions of exempt research.
The term exempt itself expresses a
negative relation, i.e., “not covered.”
Consider, for example, the use of
negation in the following sentence,
taken from the regulations in Subpart
D:

The exemption in .101(b)(2) for

research involving survey or

interview procedures or obser-

vations of public behavior does

not apply to research covered by

this subpart, excepr for research
involving observation of public
behavior when the investigator

or investigators do not partici-

pate in the activities being

observed (.401(b)). [Iralics

added.]

The Common Rule lists six general
categories of involvement of human
subjects, prefaced by the following
statement:

Unless otherwise required by

Department or Agency heads,

research activities in which the

only involvement of human sub-
jects will be in one or more of

the following categories are

exempt from this policy:

(.101(b)). [Iralics added.]

The use of the word only is crucial to
the proper application of the exemp-
tion categories. To be exempt, all of
the ways in which prospective human
rescarch subjects may be involved in a
proposed research activity must fall
within an exemption category. If part
of a human subject’s involvement
squarely matches an exemption cate-
gory, the reader cannot stop the analy-
sis and conclude that the proposed
activity is exempt. A research activity
is still covered by the Common Rule if
a research subject’s involvement con-
sists of more than one part, where
some parts fit an exempt category and
others do not.

For example, consider a rescarch
project in which the investigators are
trying a new medical intervention that
includes both a new surgical technique
and teaching the patient how to carry
out some of the post-operative care.
The Common Rule’s first exempt cate-
gory, which concerns normal educa-
tional practices, may accurately
describe the research activity’s effort
to teach patients to participate in their
own care. The research activity is not
exempt from the Common Rule, how-
ever, because it also involves the new
surgical technique, and IRB review of
the subjects’ participation is certainly
warranted. And, given that IRB
review is required, the entire research
project—not just the surgical tech-
nique—should be scrutinized. The
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Figure 1: Diagram for Analyzing the Application of Exemption b(1).

evaluations of the surgical technique
and of the educational element may
be interrelated, and an assessment of
the merits of the educational element
is also desirable.

The exemption categories can be
represented in diagram form to facili-
tate the analysis of compound
research activities, that is, activities
composed of several parts each of
which may fall under different exemp-
tion categories.

Educational Practices. Consider
the first exemption category, which
the Common Rule describes as fol-
lows:

(1) Research conducted in estab-

lished or commonly accepted

educational settings, involving
normal educational practices,
such as (i) research on regular
and special education instruc-
tional strategies, or (ii) research
on the effectiveness of or the
comparison among instructional
techniques, curricula, or class-
room management methods.

(.101b(1))

Substituting some of the regulatory
terms for the sake of convenience,’
this exemption can be diagrammed as
in Figure 1.

Figure 1 represents an analytical
approach to applying exemption b(1)
to a given research activity, assuming
that each part of that activity has to
be traced out to the end of a branch
of the diagram. (Think of this as fol-

lowing a tlow chart.) To determine
whether some part of a research activ-
ity fits an exempt category or a cate-
gory of involvement of human sub-
jects covered by the Common Rule,
the reader begins at the top of the dia-
gram, applying an element of the pro-
posed research activity to the category
options provided by the diagram. The
reader continues this process to the
end of a sequence of categories, fol-
lowing it down the series of arrows
connecting the categories until the
reader reaches a category identitied as
either “exempt” or “covered.”

To conclude that a given activity is
exempt under the Common Rule, all
of the parts of the activity must fall
within an exempt category. If any part
of the activity falls within a covered
category, then the activity must be
considered covered, and go through
IRB review.

Consider, for example, a proposed
rescarch activity about learning the
Common Rule. If the proposed activi-
ty is to take place in a laboratory or a
supermarket, this would not be con-
sidered an “established or commonly
accepted educational setting” for this
activity, and the research acrivity
would be covered by the Common
Rule. If, on the other hand, it is to
take place in a conference facility or
the classroom of a university bioethics
course, this would represent a fairly
typical educational setting for such
learning and the analysis could go on

to the next level of the diagram.

Continuing the same example, if
the instructional strategy to be used is
a lecture followed by a question and
answer period, this would be consid-
ered “normal practice” and the
research activity would quality as
exempt in this regard. If, on the other
hand, the proposed research activity
involves teaching the Common Rule
by setting it to music and playing it
repeatedly to the research subjects,
this would represent an extraordinary
or unusual practice, meaning that it
would be covered by the Common
Rule. Alternatively, if the real purpose
of the activity is not to study an edu-
cational practice at all, but rather to
study the physiological and psycholog-
ical symptoms of stress displayed by
people asked to accomplish an impos-
sible intellectual task(!), then the pro-
posed research would be covered by
the Common Rule. If the research
activity is designed to investigate both
questions, the Common Rule would
apply to the whole activity, even
though some of its elements fit the
exemption category.

Information.The second, third, and
fourth categories of exempt research
are somewhat interrelated. They all
concern some aspect of the process of
creating, reviewing, analyzing, or dis-
closing data and other forms of infor-
mation, or for presenting research
findings based on data. Accordingly,
Common Rule interpreters may wish
to look at these exemption categories
together in the process of applying
them to proposed research activities.
In other words, all of the data-
handling elements of a research activi-
ty may be considered together, to see
if those elements correspond to any of
the exempt categories.

Here again, the reader compares
each element of the proposed research
activity to the relevant sequence of
categories until the reader reaches a
category designated *“covered” or
“exempt.” If all of the elements of a
research activity fit a caregory marked
“exempt” then the activity is exempt;
if not, the activity is covered by the
Common Rule and requires IRB
review. (In Figure 2 the wording of the
categories has again been changed
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Figure 2: Diagram for Analyzing the Application of Exemptions b(2), (3), and (4).

somewhat to succinctly identify each
category and make its meaning distinct
from the others. The term benign is
used as the contrary of the regulatory
phrase “potentially harmful,”—that is,
if information is not potentially harm-
ful, it is benign.)

Two particular features of Figure 2
should be mentioned. First, note that
the diagram refers to “other forms of
data collection,” meaning forms of
information thart are neither {a) “exist-
ing data, documents, records, or speci-
mens,” or (b) “new data collected
through education tests, surveys, inter-
views or observation of public behav-
ior.” The first of these categories refers
to data, etc. that have already been
collected at the time thart the research
is proposed. The second category
refers to research data that are going
to be collected, using identified meth-
ods. The diagram’s inclusion of “other
forms of data collection” brings out
the fact that the Common Rule covers
other ways of collecting information in

addition to those explicitly distin-
guished in (a) and (b) from the exempt
forms of data collections, e.g., surveys
involving harmful information about
identifiable individuals. The category
of covered involvement of human sub-
jects for “Other forms of data collec-
tion” includes:

® Documents, records, or speci-

mens that will be collected in the

future in nonresearch activities

* Psychological or medical tests

that are not education tests (e.g.,

lie detector or tuberculosis tests)

® Observation of private behav-

1or

Second, Figure 2 incorporates revi-
sions of the exemptions that are man-
dated by Subpart D-Additional . . .
Protections for Children Involved as
Subjects in Research.” Under these pro-
visions, some research activities involv-
ing children are covered by the
Common Rule that would be exempt
if the research activity involved only
adult research subjects. If the reader

were to review a research activity
involving children supported by
research institutions not bound by
Subpart D, they would apply the same
categories in Figure 2 that pertain to
adults.

Public Benefit Programs. Exemp-
tion b (5) pertains to research concern-
ing public benefit programs, and is
diagrammed in Figure 3.

The historical basis for this exemp-
tion derives from efforts by DHHS to
study various aspects of the Social
Security system. The Department’s
rationale for this exemption was that
the kind of research involved was sig-
nificantly different from biomedical
and behavioral research with respect
to the nature of the risks involved to
human subjects, and that other review
mechanisms in the department for
such studies were more appropriate to
protect the research subjects.* The
Common Rule does not provide a def-
inition of “public benefit programs”
that arguably could be construed as
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Figure 3: Diagram for Analyzing the Application of Exemption b(5).

including such large, federally funded
activities as the entire federal law
enforcement system or the system of
public education. However, the
DHHS rationale for the exemption
clearly distinguished the exempt cate-
gory from all biomedical and behav-
joral research, and federal officials
have been hesitant to allow applicants
to utilize this exemption for proposed
research activities.

Food. Exemption b(6) concerns
research involving human subjects
and food or food ingredients. It also
diagrams quite simply, as in Figure 4.

As with the other diagrams, an
interpreter of the rule would compare
the relevant element of a proposed
research activity, tracing it from the
top of the diagram down to a catego-

ry identified as either exempt or cov-
ered. If any element of the research
activity is covered, the entire activity
is covered.

For a compound research activity,
more than one of the diagrams and
exemption categories may be
employed in the analysis. For exam-
ple, a health and nutrition research
study in a classroom health education
course might involve educating
research subjects about the value of a
wholesome food, having them taste it,
and then having them take a test
about what they had learned in this
process; in such a study, exemption
categories at 101(b)1, 2, and 6 from
the Common Rule would be relevant,
as represented in Figures 1, 2, and 4
above.
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Exempt

N
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Figure 4: Diagram for Analyzing the Application of Exemption b(6).

Would such a study be exempt
from the Common Rule? As noted
earlier, all of the elements of a pro-
posed research study must correspond
to an exempt category if the research
study is to qualify as exempt from the
Common Rule. Unless there were
another element to the proposed
study, interpreters of the Common
Rule would probably exempt such a
study. The justificarion for such a
decision, however, is not definitively
grounded in the Common Rule, as the
following discussion will show.

he Common Rule implements

policy in a complicated area of
human activity influenced by numer-
ous independent and often conflicting
goals. It has to provide real protection
for human research subjects while
supporting the conduct of sound
research. It must be flexible enough to
accommodate the varieties of rescarch
methods, objectives, and conditions,
yet still be sufficiently definitive to
provide real guidance. It seeks to
avoid impeding research; wasting
time, energy, and resources; creating
obstacles to policy objectives; or vio-
lating the dignity of any person. It
represents a compromise among, the
interests of federal agencies and
offices, research institutions, organiza-
tions, and communities. It is a hybrid
creation of ethical principles drawn
from rival ethical systems. Small won-
der that the Common Rule does not
fully achieve all of its aims.

To this point, I have sought to
resolve a number of misunderstand-
ings about the Common Rule by
demonstrating that some interpreta-
tions are plainly inconsistent with the
text of the Common Rule. Some ditfi-
culties, however, cannot be resolved
so readily. One problem pertains to
applying the exemptions, another per-
tains to the definition of a human
subject, and a third pertains to the
definition of research.

The Phantom List of Covered
Research Categories. One of the
Common Rule’s flaws pertains ro the
issue of derermining whether a



research activity is exempt based on
whether “the only involvement of
human subjects will be in one or more
of the following categories,” with the
emphasis on the “only,” as previously
discussed. The question is, what other
categories of involvement of human
subjects besides the “following cate-
gories” are being referred to here? It is
reasonable to assume that a category
of involvement of human subjects that
is explicitly distinguished from the
categories of exempt research which
follow this statement would be a
member of the set referred to. (For
example, research on an educational
activity in an unusual setting is a cate-
gory of involvement of human sub-
jects clearly identified as covered.) But
for the most part, the kinds of cate-
gories of involvement most likely to
warrant covered status are never
explicitly identified as such in the
Common Rule. Since most of the set
of covered categories is unnamed or
only identified by oblique or indirect
reference, the reader does not have a
reliable basis for determining what
other categories might pertain to a
given activity that would then make a
seemingly exempt activity covered. A
complete set of the relevant categories
of involvement of human subjects
would have to be available in order to
determine whether a given activity’s
“only” involvement falls within an
exempt category (or categories).

Consider a few illustrations of cat-
egories of involvement of human sub-
jects whose relationships to the
exempt categories in the Common
Rule are undetermined at present, and
that therefore call into question
whether a given research activity
involves human subjects “only”
exempt category.

First, consider the category of
“research involving IRB administra-
tors.” The Common Rule does not
provide a logical basis for dismissing
this category of involvement of
human subjects. So, logically speak-
ing, one could claim that all research
involving IRB administrators is cov-
ered, even if it also falls into one or
more of the exempt categories identi-
fied in 101(b){1)-(6). Common Rule

In an

interpreters are likely to dismiss this
category, though it is clearly defined,
because it seems to be a spurious and
arbitrary category of involvement of
human subjects unconnected to risk
or ethical indignity.

“Research involving a surgical
intervention,” on the other hand, is
certainly the kind of research that the
Common Rule is meant to cover, but
nowhere does the Common Rule
explicitly hist this category as covered.
Yet logically, this category is related to
the exempt categories in the same way
as research involving IRB administra-
tors.

The problem is that many other
examples of categories of involvement
of human subjects do not so easily
divide themselves into those that com-
mon sense would suggest should be
covered and those that should not.
What about “classified research”? Or
“research involving educationally dis-
advantaged people”? Or “research
involving people in the District of
Columbia or other U.S. territories”?
These categories could arguably be
associated with greater risks to sub-
jects, and yet they are not commonly
understood as representing a category
of involvement of human subjects in
the relevant sense of 101(b).

Logically speaking, the impact of
this problem is to nullify any and all
claims that research activities are
exempt. Justifying an exemption claim
requires knowing all of the classes of
activity from which the exempt cate-
gories are drawn, so that one can clas-
sify the research activity as consisting
of subjects’ involvement only among
the set of exempt categories. Since the
former set of classes of activity
remains unspecified, the task of vindi-
cating any exemption claim is logical-
ly impossible.

As a practical matter, interpreters
of the Common Rule currently
exempt research projects on a regular
basis, blithely ignoring the logical mis-
take they are making as they do so.
Presumably, these interpreters rely on
a tacit set of categories of involvement
of human subjects that they believe
represent the categories that should be
covered, and so long as an exemption

claim does not tread into one of those
categories, they accept the claim. The
discussion here suggests that consen-
sus is unlikely among Common Rule
interpreters as to the entire set of rele-
vant categories which distinguish cov-
ered research and are separate from
the exempt categories. Consequently,
Common Rule interpreters are cur-
rently relying on their individual bias-
es about what counts as a covered
category whenever they consider an
exemption claim.

About “...about...”

The Common Rule’s definition of
human subject includes the phrase “a
living individual about whom an
investigator ...obtains ... data” as
one of the conditions for determining
whether an activity constitutes
research involving human subjects.
Presumably, this means that the
research project has to be gathering or
studying data about people in order
to represent research involving human
subjects. While some research activi-
ties clearly include data about living
individuals and some do not, it is also
quite easy to construct examples that
are not so clear. Consider the follow-
ing:

* A researcher asks adolescents
questions in a systematic way about
what kind of person they want to be
when they grow up. This constitutes
research collecting data about living
individuals (i.e., the adolescents).

® A researcher measures the physi-
cal dimensions of school buildings
and classrooms. This activity doesn’t
involve collecting data about living
individuals.

* A researcher asks adolescents a
series of identical questions about the
qualities they admire in Venus
Williams, Matt Damon, and other fig-
ures in popular culture. Even if the
data collected do not include identifi-
able private information about
Williams, Damon, etc. this is still
research collecting data about living
individuals, because the researcher is
obrtaining data about the adolescents
being questioned, even though the
questions ostensibly focus on the pop-
ular culture figures.

® A researcher uses a telephone



survey to ask school personnel about
the physical dimensions of their school
and its classrooms. In all probability,
the purpose of the survey is to collect
data unrelated to living individuals,
i.e., data about the physical dimen-
sions of schools. However, strictly
speaking, such a survey does in fact
collect data about living individuals,
viz. what school personnel believe
about school and classroom size. In
such a case, however, Common Rule
interpreters may well ignore this fact,
and consider the research study not to
involve human subjects.

o A researcher uses a telephone sur-
vey to ask school personnel what their
school discipline policy is and how it is
related to federal, state, or local law. In
this case, the researchers may be inter-
ested in data about school policies, or
they may be interested in data about
individual school personnel’s beliefs
about their school’s discipline policy
and its origins.

® A researcher designs and creates
an educational software program, asks
students to try it out, and then asks
questions about what the program’s
good and bad features are. Do stu-
dents’ responses constitute data about
living individuals, or about the pro-
gram, or both?

From these examples it should be
clear that research studies might
include the cooperation of people who
are not necessarily human subjects in
the sense of the Common Rule. They
demonstrate that research studies may
vary with respect to whether they are
interested in data about people’s
responses to questions or in data
exclusively concerned with the objec-
tive content provided in those respons-
es. And they suggest that the actual
content of the questions asked in a
research study may not fully resolve
whether the research study involves
data about living individuals or not.
Finally, there is no sharp and bright
line distinguishing research involving
human subjects from research that
merely involves people.

In this, as in many other areas,
there are true borderline cases. The
Common Rule should not be faulted
simply because of this; so long as the
gray area of the boundary is not

unnecessarily wide, Common Rule
interpreters must face the inevitable
prospect of making some close calls.
Presumably, in such cases interpreters
of the Common Rule will look for
whether the research activity involves
potentially harmful or sensitive infor-
mation about people’s responses, and
err on the side of using IRB review to
protect them when such data are likely
to be included. What is more trouble-
some is that a research activity may be
clearly designed ro develop or con-
tribute to knowledge that is not about
the living individuals, who nonetheless
do participate in the research in some
way and the data collected do in fact
include potentially harmful informa-
tion. In such circumstances, a research
activity that does threaten people’s
welfare may miss IRB review.

Intentions [Primary| and Intentions
[Secondary]. The Common Rule’s defi-
nition of research stipulates not just
that a research activity must develop
or contribute to generalizable knowl-
edge, but that it is designed to do so.
As discussed previously, this notion of
design or purpose narrows the scope
of activities covered by the Common
Rule. Some activities may in fact serve
a research purpose, but unless they are
undertaken with the intention of doing
s0, the Common Rule does not apply.

The question of whether an activity
is being designed as research becomes
more complicated with the realization
that human activities may be designed
to serve more than one objective:
Workers may perform their duties
both to fulfill their contractual obliga-
tions and to provide quality products
to consumers, for example; adolescents
may choose their wardrobe both to
impress their friends and to challenge
perceived authority figures; chief exec-
utive officers may contribute to chari-
ties both to support altruistic causes
and to create personal tax benefits.
And people may design an activity
both to produce generalizable knowl-
edge and to benefit the public. In cases
of the last sort, does the Common
Rule apply, or not?

The Common Rule does not direct-
ly address the question how to choose
among more than one option when an
activity reflects multiple designs,

although it does appear to recognize
the possibility of multiple intentions.
This is most obvious when the
Common Rule refers to applied
research, when the researchers have
some reason to believe that their inter-
vention will be therapeutic or benefi-
cial to the subjects and that their activ-
ity also promises to provide important
data. But while the Common Rule
implies that some such activities with
multiple purposes are within its
purview, it does not explicitly provide
a way to distinguish clearly which
activities should count as research
when the activities reflect multiple pur-
poses, one of which is research orient-
ed.

Some Common Rule interpreters
have suggested that the way to resolve
this issue is to draw a distinction
between primary and secondary inten-
tion.* On this view, the Common Rule
applies only if the primary intention of
the activity is to produce generalizable
knowledge. Some activities that clearly
include research-related considerations
may still not count as research if their
primary intention is something else,
e.g., public health surveillance, emer-
gency responses, or program evalua-
tions to improve the quality of service
delivered. Research objectives are
included in these activities and are
reflected in various aspects of their
design, but they should not by virtue
of this secondary intention be consid-
ered research covered by the Common
Rule, interpreters argue.

The problem with this position is
that it separates the intention to pro-
vide a public benefit from the intention
to develop generalizable knowledge,
and arbitrarily assigns priority to the
former. This separation flies in the face
of the reality that a considerable num-
ber of research activities derive their
focus from the researchers’ interest in
solving some practical problem.
Indeed, the argument has been made
that the most successful research activ-
ities have been driven by a combina-
tion of scientific and public benefit
interests.” It makes no sense to try to
disentangle the research and other
intentions in such use-inspired basic
research, and probably in other activi-
ties as well. The appeal to primary ver-



sus secondary intention does not tend
to enlighten application of the
Common Rule.

A better approach might be to
adopt a more pragmatic perspective
that also appeals to the ethical stand-
point underlying the Common Rule.
The Common Rule is designed to gov-
ern research activity, when research is
understood to have a particular ethical
status in society. In the United States
today, research is taken to be a socially
desirable activity, but not an impera-
tive one. In other words, the public
benefits of research are great enough
to warrant public support for research,
but the benefits are not such that soci-
ety is willing to compel people’s coop-
eration in it. The Common Rule is in
fact designed to preserve and enhance
the reputation of research, as well as
to protect research subjects. (Indeed, it
would be arbitrary to say that one or
the other is the primary intention of
procedures identified under the
Common Rule.) The heart of the IRB
review procedures reflects this ethical
status: IRBs may approve or disap-
prove a project, meaning that it might
be desirable but it is not ethically
imperative that research take place.
And individuals may consent or
decline 1o participate, meaning that it
might be desirable but it is not ethical-
ly imperative for anyone to participate
in research.

If the Common Rule is designed to
protect people participating in an
activity that is socially desirable but
not mandatory, then the issue of
whether to view a particular activity as
research should be approached with
this in mind. If an activity is designed

in such a way as to develop or con-
tribute to generalizable knowledge,
and participation in it is voluntary,
then the Common Rule should apply.
If, on the other hand, society legiti-
mately declares that an activity’s public
benefit is so compelling as to require
participation—as in, for example, cer-
tain disease-reporting activities, or
data collected under the U.S. Census,
which are required in order to admin-
ister various legal rights and services—
then the provisions of the Common
Rule should not apply. It makes no
sense to review an activity’s plans for
securing informed consent if refusing
to participate is unacceptable.

This position is only defensible if
society limits itself to compelling peo-
ple to participate in activities when it
has a legitimate basis for doing so.
Examining where to draw that line is
beyond the reach of the Common
Rule, beyond the realm of human
research activity, and beyond the scope
of this essay.
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